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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X] Responsive to communication(s) filed on 23 June 2008.
2a)X] This action is FINAL. 2b)[] This action is non-final.
3)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)X Claim(s) 3-13,16,21,27.29.31 and 33 is/are pending in the application.
4a) Of the above claim(s) is/are withdrawn from consideration.

5[] Claim(s) _____is/are allowed.

6)X] Claim(s) 3-13,16,21,27,29.31 and 33 is/are rejected.

7)[] Claim(s) _____is/are objected to.

8)] Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)X] The drawing(s) filed on 23 June 2008 is/are: a)[X] accepted or b)[_] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[X] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)XJ Al b)[] Some * c)[] None of:
1.0 Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3..X Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) |:| Notice of References Cited (PTO-892) 4) |:| Interview Summary (PTO-413)

2) ] Notice of Draftsperson’s Patent Drawing Review (PT0-948) Paper No(s)/Mail Date. ___

3) [] Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date ______. 6) |:| Other:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-08) Office Action Summary Part of Paper No./Mail Date 20080928
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DETAILED ACTION
This action is in response to the amendment, filed 6/23/2008, in which claims 1, 2, 14,
15, 17-20, 22-26, 28, 30 and 32 were canceled, and claims 4-7, 10, 12 and 13 were amended.
Currently, claims 3-13, 16, 21, 27, 29, 31 and 33 are pending.
Applicant’s arguments have been thoroughly reviewed, but are not persuasive for the
reasons that follow. Any rejections and objections not reiterated in this action have been

withdrawn. This action is FINAL.

Response to Arguments - Drawings

The drawings were received on 6/23/2008. These drawings are accepted.

Response to Arguments - Claim Objections
The objection of claims 5 and 6, as being in improper form because a multiple dependent
claim should refer to other claims in the alternative only, has been withdrawn in view of

Applicant’s amendment to the claims in the reply filed 6/23/2008.

Response to Arguments — Double Patenting
Applicant’s arguments, see page 8, filed 6/23/2008, with respect to the provisional
rejection of claims 1-4, 10-15 and 26-33 on the ground of nonstatutory obviousness-type double
patenting as being unpatentable over claims 1-13 of copending Application No. 10/511,496 have
been fully considered and are persuasive. Application No. 10/511,496 is now abandoned. The

previous rejection of claims 1-4, 10-15 and 26-33 has been withdrawn.
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Claim Rejections - 35 USC § 102
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the

basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for
patent by another filed in the United States before the invention by the applicant for patent, except that an
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this
subsection of an application filed in the United States only if the international application designated the United
States and was published under Article 21(2) of such treaty in the English language.

Claims 3-13, 16, 21, 27, 29, 31 and 33 are rejected under 35 U.S.C. 102(e) as being
anticipated by Ashby (US Patent No. 6,613,520 B2; sce the entire reference). This rejection was
made in the Office action mailed 3/20/2008 and has been rewritten to address the amendments to
the claims in the reply filed 6/23/2008.

Regarding claim 3, Ashby teaches a method for determining an environmental condition
by measuring the marker diversity profile of a microbial population of an environmental sample,
where the marker is characteristic of a particular genome in the population of interest (e.g.,
column 3, line 60 to column 4, line 49; column 8, lines 41-56; column 9, lines 1-29; column 10,
line 5 to column 13, line 67). To analyze the marker data, Ashby teaches the steps of making a
database containing reference data files which are collections of diversity profiles that provide an
accurate representation of members present in a particular population, correlating the measured
diversity profiles with the profiles in the database for diagnostic purposes, thereby determining a

particular environmental condition such as the presence of mineral deposits, petroleum reserves,
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or microbial contamination of human and animal foodstocks (e.g., column 3, line 60 to column 4,
line 49; column 8, lines 41-56; column 14, line 1 to column 17, line 15; Figures 9 and 10).

Regarding claim 4, Ashby teaches the method where the microbial population comprises
bacteria or fungi (e.g., column 9, lines 1-5).

Regarding claim 5, Ashby teaches the method where the microbial population is soil flora
(e.g., column 10, lines 5-10).

Regarding claim 6, Ashby teaches the method where the microbial population is a
naturally occurring population in a specific environmental sample used in the process (e.g.,
column §&, lines 33-56; column 10, lines 5-55).

Regarding claims 7 and 8, Ashby teaches the method where the measuring comprises the
use of taxon-specific nucleic acid markers (e.g., paragraph bridging columns 3-4; column 9, lines
6-16).

Regarding claim 9, Ashby teaches the method where the marker diversity is measured by
hybridizing microbial rDNA to immobilized oligonucleotides in DNA microarrays (e.g.,
Example 7).

Regarding claims 10-13, Ashby teaches the claimed method step of measuring a
composition of a microbial population which has been exposed to an environmental condition.
To analyze the marker data, Ashby teaches the steps of making a database containing reference
data files which are collections of diversity profiles that provide an accurate representation of
members present in a particular population, correlating the measured diversity profiles with the
profiles in the database for diagnostic purposes, thereby determining a particular environmental

condition such as the presence of mineral deposits, petroleum reserves, or microbial
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contamination of human and animal foodstocks (e.g., column 3, line 60 to column 4, line 49;
column &, lines 41-56; column 14, line 1 to column 17, line 15; Figures 9 and 10). Thus, the
teachings of Ashby meet each of the limitations of the rejected claims.

Regarding claim 16, Ashby teaches the method where the measuring comprises the use of
taxon-specific nucleic acid markers (e.g., paragraph bridging columns 3-4; column 9, lines 6-16).

Regarding claim 21, Ashby teaches the method where the marker diversity is measured
by hybridizing microbial rDNA to immobilized oligonucleotides in DNA microarrays (e.g.,
Example 7).

Regarding claims 27, 29, 31 and 33, Ashby teaches the claimed method steps of (i)
measuring a composition of a microbial population which has been exposed to an environmental
condition, (ii) correlating said composition to a previously compiled reference data file of a
plurality of compositions obtained through exposure of said microbial population to a plurality of
environmental conditions, and (iii) determining said environmental condition on the basis of the
outcome of said correlation. Specifically, Ashby teaches a method for determining an
environmental condition by measuring the marker diversity profile of a microbial population of
an environmental sample, where the marker is characteristic of a particular genome in the
population of interest (e.g., column 3, line 60 to column 4, line 49; column &, lines 41-56;
column 9, lines 1-29; column 10, line 5 to column 13, line 67). To analyze the marker data,
Ashby teaches the steps of making a database containing reference data files which are
collections of diversity profiles that provide an accurate representation of members represent in a
particular population, correlating the measured diversity profiles with the profiles in the database

for diagnostic purposes, thereby determining a particular environmental condition such as the
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presence of mineral deposits, petroleum reserves, or microbial contamination of human and
animal foodstocks (e.g., column 3, line 60 to column 4, line 49; column &, lines 41-56; column
14, line 1 to column 17, line 15; Figures 9 and 10). Thus, the teachings of Ashby meet each of

the limitations of the rejected claims.

Response to Arguments - 35 USC § 102

The rejection of claims 1, 2, 4, 7, 8, 10-14, 16, 17, 19, 26, 28, 30 and 32 under 35
U.S.C. 102(b) as being anticipated by Welling et al has been withdrawn in view of Applicant’s
amendment to the claims in the reply filed 6/23/2008.

The rejection of claims 1, 2, 4, 7-14, 16, 17, 19, 21, 22, 24, 26, 28, 30 and 32 under 35
U.S.C. 102(b) as being anticipated by Rudi et al has been withdrawn in view of Applicant’s
amendment to the claims in the reply filed 6/23/2008.

The rejection of claims 1, 4, 7-13, 16 and 21 under 35 U.S.C. 102(¢) as being anticipated
by Mirzabekov et al has been withdrawn in view of Applicant’s amendment to the claims in the
reply filed 6/23/2008.

The rejection of claims 1, 2, 14, 15, 17-20, 22-26, 28, 30, 32 under 35 U.S.C. 102(¢) as
being anticipated by Ashby is moot in view of Applicant’s cancellation of the claims in the reply
filed 6/23/2008.

With respect to the rejection of claims 3-13, 16, 21, 27, 29, 31 and 33 under 35
U.S.C. 102(e) as being anticipated by Ashby, Applicant's arguments filed 6/23/2008 have been

fully considered but they are not persuasive.
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The response asserts that Ashby does not analyze a fixed, controlled microbial population
and measure the changes in that population caused by environmental circumstances as required
by claim 3. This is not found persuasive, because claim 3 is drawn to the measurement of any
composition of a microbial population. The claims do not require a population that is fixed or
controlled. The specification envisions using microbial populations already present in the
environment (page 3, lines 26-30). Even if the claims included the words "fixed" or
"controlled", the specification does not explicitly define these terms. A microbial population
may be fixed or controlled by environmental conditions. As stated on page 3, lines 8-11 of the
specification, "A microbial population as a whole may be used as a measuring instrument for
determining an environmental condition and/or change therein because the composition of this
population reflects the prevailing environmental condition." Similarly, Ashby teaches that
microbes have defined nutrient requirements and thus have a restricted distribution in the
environment, allowing the microbes to function as environmental biosensors (e.g., column 8). In
other words, the population of microbes reflects the environmental condition.

The response asserts that Ashby is distinguished from the claimed invention, because
Ashby merely characterizes an existing microbial population found in an unknown
environmental condition. The response asserts that the claims require the same microbial
population to be used in compiling the reference data as in the measuring step. The response
asserts that the claimed method tests the same population of microbes in different environments
and also can look at changes in microbial species that may not be found in the environment
under investigation, which is neither taught nor suggested by Ashby. This is not found

persuasive. Ashby teaches measuring population of soil microbes, for example, under different
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conditions. The same population (i.e., population of soil microbes) is tested in various known
conditions in order to compile a database. Then, the population of soil microbes is tested in the
unknown conditions, correlated to the previously compiled reference database, thereby
determining the environmental condition on the basis of the outcome of the correlation (e.g., e.g.,
column 3, line 60 to column 4, line 49; column 8, lines 41-56; column 9, lines 1-29; column 10,
line 5 to column 13, line 67; column 14, line 1 to column 17, line 15). Although the claims may
encompass the measurement of changes in microbial species not found in the environment under
investigation, the claims are not limited to this embodiment. In response to applicant's argument
that the references fail to show certain features of applicant’s invention, it is noted that the
features upon which applicant relies (i.e., the use of microbes not found in the environment under
investigation) are not recited in the rejected claim(s). Although the claims are interpreted in light
of the specification, limitations from the specification are not read into the claims. See In re Van
Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). Claim 6 requires the microbial
population to be introduced into or occurring naturally in a specific process. Ashby teaches
microbial populations occurring naturally. Thus, the teachings of Ashby meet the limitations of
the rejected claims.

For these reasons, and the reasons made of record in the previous office actions, the

rejection is maintained.

Conclusion

No claims are allowed.
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Applicant's amendment necessitated the new ground(s) of rejection presented in this
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a).
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO
MONTHS of the mailing date of this final action and the advisory action is not mailed until after
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event,
however, will the statutory period for reply expire later than SIX MONTHS from the date of this
final action.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Jennifer Dunston whose telephone number is 571-272-2916. The
examiner can normally be reached on M-F, 9 am to 5 pm.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Joseph Woitach can be reached at 571-272-0739. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR
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system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

Jennifer Dunston, Ph.D.

Examiner

Art Unit 1636
/ID/

/Celine X Qian Ph.D./
Primary Examiner, Art Unit 1636
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